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DETAILED ACTION 

1 . A request for continued examination under 37 CFR 1.114, including tine fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
November 5, 2007 has been entered. 

Applicant's response and amendments received November 5, 2007 are 
acknowledged. 

Claims 1-64, 66, and 68-71 have been canceled. 
Claim 65 has been amended. 
Claims 72 and 73 have been added. 

Claims 65, 67, 72 and 73 are pending in the instant application. 

Claim Rejections - 35 USC § 112 

2. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification sliall contain a written description of tlie invention, and of tlie manner and process of 
malting and using it, in sucli full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

3. The rejection of claims 65 and 67 under 35 U.S.C. 1 1 2, first paragraph, as failing 
to comply with the written description requirement for the recitation of new matter has 
been withdrawn in view of applicant's amendments to the claims which removed the 
new matter from the claimed invention. 
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4. Applicant's response and amendments received November 5, 2007 have 
overcome all prior grounds of rejections. However, these amendments have introduced 
the following new issues discussed below. 

5. Claims 65, 67, 72, and 73 are rejected under 35 U.S.C. 112, first paragraph, 
because the specification, while being enabling for antibodies that bind an epitope of 
SEQ ID N0:2 and block the interaction of the human PAK4 serine/threonine kinase of 
SEQ ID N0:2 with GTP binding proteins, said interaction between PAK4 and GTP 
binding proteins occurring at the GTP binding domain of human PAK4 which consists of 
SEQ ID N0:6, does not reasonably provide enablement for antibodies that generically 
bind to human PAK4 serine/threonine kinases. The specification does not enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to 
make and use the invention commensurate in scope with these claims. 

The instant specification discloses the identification of the full length sequence of 
a human serine/threonine kinase designated PAK4 whose sequence consists of SEQ ID 
N0:2. The specification also discloses that PAK4 interacts with GTP binding proteins, 
such as Cdc42Hs and Rac via the epitope of SEQ ID N0:6 disclosed in figure 1 D. Note 
that SEQ ID N0:6 is a subsequence of SEQ ID N0:2. It is further disclosed that 
antibodies can be made that block the interaction between PAK4 and GTP binding 
proteins. However, the specification does not appear to define the term "human PAK4 
serine/threonine kinase" as being limited to a polypeptide consisting of SEQ ID N0:2, 
and indeed it is disclosed that altered forms, such a truncations, mutations and other 
derivatives which differ in sequence from SEQ ID N0:2 are contemplated as part of the 
instant invention (see particularly pages 13-15 of the instant specification). Further, 
Plowman et al. (of record) disclose a polypeptide identified as human PAK4 that differs 
markedly from SEQ ID N0:2 of the instant invention. As such, the genus of PAK4 
protein sequences is quite large and therefore the genus of antibodies that bind to 
PAK4 polypeptides is larger still. It is known in the art that antibody binding to related 
sequences can be unpredictable, with even a single amino acid substitution potentially 
eliminating antibody binding to an antigen (Colman, P.M., Research in Immunology, 
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1994, 145:33-36, see entire document, particularly the third sentence of the right 
column of page 33). As such, antibodies that bind to PAK4 kinases need not bind SEQ 
ID N0:2, nor would antibodies that bind SEQ ID N0:2 necessarily bind all PAK4 
kinases. While it is routine in the art to make an antibody that binds any given 
sequence, all of the disclosed uses for antibodies appear to be predicated on their 
ability to bind the PAK4 kinase of SEQ ID NO:2 and therefore it is unclear how a skilled 
artisan would use the breadth of the instant claimed antibodies. 

Therefore, based upon the guidance and direction of the specification, the 
statements of the prior art, and the unpredictability of biological systems, a skilled 
artisan would be unable to make and use the breadth of applicant's claimed antibodies 
without conducting additional, unpredictable research. 

6. Claims 65, 67, 72, and 73 are rejected under 35 U.S.G. 112, first paragraph, as 
failing to comply with the written description requirement. The claims contain subject 
matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor, at the time the application was 
filed, had possession of the claimed invention. 

Applicant has broadly claimed antibodies that bind human PAK4 kinases. The 
specification discloses the specific human PAK4 sequence of SEQ ID N0:2 and 
indicates that fragments and mutated forms are also contemplated as part of the 
invention. Note that the specification discloses that the domain of SEQ ID N0:2 that is 
responsible for interactions with GTP binding proteins such as Cdc42Hs and Rac is the 
domain consisting of SEQ ID N0:6 (see particularly Figure 1D of the specification). The 
PAK4 kinases recited in the instant claims are not recited as having any activity other 
than that they bind GTP binding proteins such that this activity can be blocked by the 
claimed genus of antibodies. 

The guidelines for the Examination of Patent Applications Under the 35 U.S.C. 
1 12, § 1 "Written Description" Requirement make clear that if a claimed genus does not 
show actual reduction to practice for a representative number of species, then the 
Requirement may be alternatively met by reduction to drawings, or by disclosure of 
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relevant, identifying characteristics, i.e., structure or other physical and or chemical 
properties, by functional characteristics coupled with a known or disclosed correlation 
between function and structure, or by a combination of such identifying characteristics, 
sufficient to show the applicant was in possession of the genus (Federal Register, Vol. 
66, No. 4, pages 1 099-1 111, Fri. January 5, 2001 , see especially page 1 1 06 column 3). 

In The Regents of the University of California v. Eli Lilly (43 USPQ2d 1398-1412) 
19 F. 3d 1559, the court noted: "A definition by function, as we have previously 
indicated, does not suffice to define the genus because it is only an indication of what 
the gene does, rather than what it is. See Fiers, 984 F.2d at 11 69-71 , 25 USPQ2d at 
1605-06 (discussing Amgen). It is only a definition of a useful result rather than a 
definition of what achieves that result. Many such genes may achieve that result. The 
description requirement of the patent statute requires a description of an invention, not 
an indication of a result that one might achieve if one made that invention. See In re 
Wilder . 736 F.2d 1516, 1521, 222 USPQ 369, 372-73 (Fed. Cir. 1984) (affirming 
rejection because the specification does "little more than outlin [e] goals appellants hope 
the claimed invention achieves and the problems the invention will hopefully 
ameliorate."). Accordingly, naming a type of material generally known to exist, in the 
absence of knowledge as to what that material consists of, is not a description of that 
material." 

The court has further stated that "Adequate written description requires a precise 
definition, such as by structure, formula, chemical name or physical properties, not a 
mere wish or plan for obtaining the claimed chemical invention." Id. at 1566, 43 
USPQ2d at 1404 (quoting Fiers . 984 F.2d at 1 171, 25 USPQ2d at 1606). Also see 
Enzo-Biochem v. Gen-Probe 01-1230 (CAFC 2002). 

As discussed above, the only recited function for the recited genus of PAK4 
molecules in that they bind GTP binding proteins. Note that the claims recite that the 
interaction between PAK4 and a GTP binding protein takes place at a domain 
"comprising consecutive amino acids having a sequence as set forth in SEQ ID N0:6". 
The claim recites "a sequence" rather than "the sequence" and as such its broadest 
reasonable interpretation is that the recited PAK4 need not comprise the entirety of the 
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21 amino acids of SEQ ID NO:6. The phrase "consecutive" reasonably means that the 
recited PAK4 must minimally comprise 2 consecutive amino acids of SEQ ID N0:6. As 
such, the required recited structure does not appear to be correlated with the function of 
binding to molecules such as Cdc42Hs and Rac. As such, while applicant is clearly In 
possession of the polypeptide of SEQ ID NO:2, applicant does not appear to be in the 
possession of all human PAK4 sequences. Consequently, applicant cannot reasonably 
be said to be in possession of the genus of antibodies binding a genus of polypeptides 
that were not possessed. 

Therefore, a skilled artisan at the time the invention was made would reasonably 
conclude that while applicant was in possession of antibodies that bind epitopes within 
SEQ ID N0:2 and block the binding of SEQ ID N0:2 to OTP binding proteins, said 
binding between SEQ ID N0:2 and GTP binding proteins occurring at the PAK4 epitope 
of SEQ ID N0:6, applicant was not in possession of the broader genus of antibodies 
that bind all human PAK4 kinases. 



7. No claims are allowable. 



8. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MICHAEL SZPERKA whose telephone number is 
(571)272-2934. The examiner can normally be reached on M-F 8:00-4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Eileen O'Hara can be reached on 571-272-0878. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Michael Szperka, Ph.D. 
Primary Examiner 
Art Unit 1644 



/Michael Szperka, Ph.D./ 
Primary Examiner, Art Unit 1644 



